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1. The designated Office is hereby notified of its election made: 

| X| in the demand filed with the International Preliminary Examining Authority on: 

18 August 2000(18.08.00) 

|~| in a notice effecting later election filed with the International Bureau on: 



2. The election 




| | ~was'noc~ ___ 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 
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The International Bureau of WIPO 


34, chemin des Colombettes 


F. Baechler 


121 1 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 


Form PCT/1B/331 (July 1992) 
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# 



INTERNATIONAL SEARCH REPORT 


International application No. 
PCT/US00/011 15 


A. CLASSIFICATION OF SUBJECT MATTER 

!PC(7) ;A61K 38/00: C07K 14/00; G01N 33/53 

US CL :435/7.2; 514/2; 530/350 
According to International Patent Classification (IPC) or to both national classification 


and IPC 



B- FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. ; 435/7.2; 514/2; 530/350 

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



lectronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
WEST. MEDLINE. CAPLUS, CAOLD. BIOSIS, EMBASE, GENBANK, SWISSPROT 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim Nc 


Y 


PASINETTI, G. M. Inflammatory Mechanisms in 
Neurodegeneration and Alzheimer's Disease: The Role of the 
Complement System. Neurobiology of Aging. 1996, Vol. 17, No. 5, 
pages 707-716, see whole reference. 


1-18 


Y 


US 5,157,110 A (KOTWAL et al) 20 October 1992, see whole 
reference 


1-18 


Y 


US 4,609,647 A (GROWDON et al) 02 September 1986, see whole 
reference. 


1-18 


Y 


US 5,855,882 A (LI et al.) 05 January 1999, see whole reference. 


1-18 



Q Further documents are listed in the continuation of Box C. Q 



See patent family annex. 



Special categories of cued documents: 

document defining the general state of the art which is not considered 
to be of particular relevance 

earlier document published on or after the international filing date 

document which may throw doubts on" priority claim* si or which is 
cued to establish the publication date of another citation or other 
special reason tas specified) 

document referring to an oral disclosure, use. exhibition or other 
means 

document published prior lo the international filmg date but later than 



later document published after the international filing date or pnortiy 
date and not in conflict with the application but cited to understand 
the principle or theory underlying the invention 

document of particular relevance, the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance, the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person skilled in the art 

document member of the same patent family 



Date of the actual completion of the international search 
28 APRIL 2000 


Date of mailing of the international search report 


Name and mailing address of the ISA/US 
Commissioner of Faients and Trademarks 
Box PCT 

Washington. D.C 20231 
Facsimile No. (703) 305-3230 


Authorized officer ^ 

JOSEPH MURPHY J\^fj 
Telephone No. (703) 308-0196 [y^ 1 



>ATENT COOPERATION TREATY 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REP< 
(PCT Article 36 and Rule 70) 




Applicant's or agent* s file reference 
032513-001 


FOR FURTHER ACTION See Notification of Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/USOO/01115 


International filing date (day/month/jear) Priority date (day/month/year) 
19 JANUARY 2000 19 JANUARY 1999 


International Patent Classification (IPC) or national classification and IPC 
IPC(7): A61K 38/00; C07K 14/00; G01N 33/53 and US CI.: 435/7.2; 514/2; 530/350 


Applicant 

UNIVERSITY OF LOUISVILLE RESEARCH FOUNDATION, INC. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



sheets. 



[~[ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70.16 and Section 607 o^the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 



I 


H 


II 


□ 


III 




IV 


□ 


V 





citations and explanations supporting such statement 



VII Certain defects in the international application 

VIII Certain observations on the international application 



Date of submission of the demand 
18 AUGUST 2000 


Date of completion of this report 
23 APRIL 2001 


Name and mailing address of the IPEA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 2023! 
Facsimile No. (703) 305-3230 


Authorized officer (TVThl 

TBOTTJ.DEY \(M 
Joseph f. murphy PARALEGAL SPECIALIST V/ 

Telephone No. (703) zWSH9f^Bt CENTER 1600 



Form PCT/IPEA/409 (cover sheet) (July 1998) 1 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



I. Basis f the report 



International application No. 
PCT/US00/O1115 



1. With regard to the elements of the international application:* 
fx] the international application as originally filed 
the description: 

pages 

pages 

pages 



1-68 



NONE 



NONE 



, as originally filed 

, filed with the demand 



, filed with the letter of 



the claims: 

pages 

pages 

pages 

pages 



69-71 



NONE 



NONE 



NONE 



, as originally filed 

. , as amended (together with any statement) under Article 19 
_ , filed with the demand 



, filed with the letter of 



| x| the drawings: 

pages *^22 

pages 

pages 



NONE 



NONE 



, as originally filed 

, filed with the demand 



fx] the sequence listing part of the description: 

pages NONE 

pages 

pages 



, filed with the letter of 



NONE 



NONE 



, as originally filed 

, filed with the demand 



, filed with the letter of m 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item 

These elements were available or furnished to this Authority in the following language which is: 

Q the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I | the language of the translation furnished for the purposes of international preliminary examination (under Rules 552 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 



cuiiuiiiicu in uic - iuLcniauoimi - appui;auon"in"pnnteu~ionnr 



| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

[ | furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the writen sequence listing has 
1 — 1 been furnished. ^ * 

4 Txl The amendments have resulted in the cancellation of: 

0 the description, pages NQNE 

0 the claims, Nos. NONE 

fxl the drawings, sheets/fig NONE 



5 * CH re P° rt ^ been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as 'originally filed" and are not annexed to this report since they do not contain amendments (Rules 70, J 6 
and 70.17). 1 

**Anv replacement she et containing such amendments must be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998)* 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/USOO/01115 



EQ. N n -establishment f pinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been and will not be examined in respect of: 

| | the entire international application. 

fx] claims Nos. 1-18 searched in part 



because: 



I I the said international application, or the said claim Nos. _ relate to the following subject matter which 
' — I does not require international preliminary examination (specify). 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 1-18 are so 
unclear that no meaningful opinion could be formed (specify). 

Claims 1-18 are unexamineable to the extent that they require references to specified sequences from the sequence listing. 
Because Applicant has not furnished a machine- readable copy of the sequence listing, no meaningful examination of the 
sequences per se can be carried out by this Authority. However, the subject matter of the claims has been examined to the 
extent possible with the references to the balance of the description. 



| | the claims, or said claims Nos. _ are so inadequately supported by the description that no meaningful 
opinion could be formed. 



□ 



no international search report has been established for said claims Nos. _. 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Adniinistrauve Instructions: 

I I the written form has not been furnished or does not comply with the standard. 

the computer readable form has not been furnished or does not comply with the standard. 



Form PCT/IPEA/409 (Box HI) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/USOO/01115 



V. Reasoned statement under Article 35(2) with regard t novelty, inventive step r industrial applicability; 
citations and explanations supporting such statement 



1. statement 

Novelty (N) Claims NONE YES 

Claims 1-18 NO 

Inventive Step (IS) Claims NONE YES 

Claims M8 NO 

Industrial Applicability (LA) Claims M8 YES 

Claims NONE NO 



2. citations and explanations (Rule 70.7) 



Claims 1-18 lack an inventive step under PCT Article 33(3) as being obvious over Pasinetti in view of U.S. Patent No. 
5,157,110. Pasinetti teaches the role that the complement system plays in the chronic inflammation in Alzheimer' s-Disease 
brain. Pasinetti teaches that antiinflammatory drugs can delay the onset of AD dementia. Pasinetti does not disclose the use 
of a polypeptide inhibitor of the complement system. U.S. Patent No. 5, 157, 1 10 discloses a polypeptide that specifically 
inhibits the complement cascade. Therefore, it would have been obvious to use the complement inhibitory polypeptide 
disclosed in U.S. Patent No. 5,157,110 as a means of treating AD. 



NEW CITATIONS 

NONE 



Form PCT/IPEA/409 (Box V) (July 1998)* 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/US00/01115 



Supplemental B x 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: Boxes I - VIII 



Sheet 10 



Form PCT/IPEA/409 (Supplemental Box) (July 1998) * 



ATENT COOPERATION TrJ^Y 



From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: TERESA STANEK REA 

BURNS, DOANE, SWECKER & MAUDS, L.L.P. 
'P.O. BOX 1404 

ALEXANDRIA, VA 22313-1404 



PCT 



NOTIFICATION OF TRANSMITTAL OF 
INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 71.1) 





DateofMailing ^Ul 
(day/month/year) 


Applicant's or agent's file reference 
032513-001 


IMPORTANT NOTIFICATION 


International application No. 
PCT/US00/01115 


International filing date (day/month/year) 
19 JANUARY 2000 


Priority Date (day/month/year) 
19 JANUARY 1999 


Applicant 

UNIVERSITY OF LOUISVILLE RESEARCH FOUNDATION, INC. 



1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any , established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of 
the report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices)(Article 

mminHftr s*»nt Wv thft TrttfiTnntionnl Human with Pnrm PfTT/TR/^OIA 



Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each, elected. Office Jconcerned. _ 

For further details on the applicable time limits and requirements of the elected OffiSesI&e Volume ' II of the 
PCT Applicant's Guide. ( y 

mi i 



I DOCKETED 



Name and mailing address of the IPEA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703) 305-3230 



Form PCT/IPEA/416 (July 1992) i 



Authorized officer 



TERRY J. DEY 

JOSEPH F. MURPH^^gg^ ^pfCIALlST 

Telephone No. (703)^!^ 



W 



>ATENT COOPERATION TI 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
032513-001 


FOR FURTHER ACTION See Notification of Transmittal of International 
Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/USOO/01115 


International filing date (day/month/ycar) Priority date (day/month/year) 
19 JANUARY 2000 19 JANUARY 1999 


International Patent Classification (IPC) or national classification and IPC 
IPC(7): A61K 38/00; C07K 14/00; G01N 33/53 and US CI. : 435/7.2; 514/2; 530/350 


Applicant 

UNIVERSITY OF LOUISVILLE RESEARCH FOUNDATION, INC. 



1. This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of £ sheets. 

| [ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70.16 and Section 607 o^the Adniinistrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 



Non-establishment of report with regard to novelty, inventive step or industrial applicability 



citations and explanations supporting such statement 



I 


s 


II 


□ 


III 




IV 


□ 


V 


0 


VII 


"LJ" 


vin 





Date of submission of the demand 
18 AUGUST 2000 


Date of completion of this report 
.23 APRIL 2001 


Name and mailing address of the IPEA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703) 305-3230 


Authorized officer f)9f\) 

TBWYJ.0EY \\jJ\A 
JOSEPH F. MURPHY RfiRALEGAL SPEOAUST V 

Telephone No. (703) 3^BI9S a ^f CENTER 1600 



Form PCT/IPEA/409 (cover sheet) (July 1998) i 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
L Basis of the report 



International application No. 
PCT/USOO/01115 



1. With regard to the dements of the international application:* 
fx] the international application as originally filed 
the description: 

P fl S es = : , as originally filed 

P a 8 es _ ... , filed with the demand 

Pages NONE , fded with the letter of 

["xj the claims: 

P a « es ^ZL- : , as originally filed 

P a 8 es NONE _ 9 as amended (together with any statement) under Article 19 

P a 8 es NONE , filed with the demand 

Pages NONE ( filed with the letter of 

|"x| the drawings: 

P fl g es — ____ , as originally filed 

P fl g es — 5?2NE ; ( flle(} ^th the demand 

Pages NONE ^ flled ^ me letter of 

fx] the sequence listing part of the description: _ 

P fl g es "2*5? ( as originally filed 

P a g es NONE , filed with the demand 

Pages NONE f fy ed ^ me letter of 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I | the language of the translation furnished for the purposes of international prelirninary examination (under Rules 552 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliniinary examination was carried out on the basis of the sequence listing: 



u^~coniameu'm"uie"mternauonai~appncauon"in"pnnteu~iorm: : — ; — 1 

| | filed together with the international application in computer readable form. 

[""I furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

I I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
1 — I international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the writen sequence listing has 
1 — 1 been furnished n ^ 

4 fx] The amendments have resulted in the cancellation of: 

0 the description, pages NONE 

0 the claims, Nos. NONE 

fx] the drawings, sheets/fig NONE 

5. Q This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 

in this report as 'originally filed' and are not annexed to this report since they do not contain amendments (Rules 70 16 

and 70.17). 

♦M/iy replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998)* 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/USOO/01115 



m. Non-establishment of pinion with regard t novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been and will not be examined in respect of: 

|~[ the entire international application. 

claims Nos. 1-18 searched in part 

because: 

I I the said international application, or the said claim Nos. . relate to the following subject matter which 
' — ' does not require international preliminary examination (specify). 



fx] the description, claims or drawings (indicate particular elements below) or said claims Nos. 1-18 are so 
unclear that no meaningful opinion could be formed (specify). 

Claims 1-18 are unexamineable to the extent that they require references to specified sequences from the sequence listing. 
Because Applicant has not furnished a machine-readable copy of the sequence listing, no meaningful examination of the 
sequences per se can be carried out by this Authority. However, the subject matter of the claims has been examined to the 
extent possible with the references to the balance of the description. 



| | the claims, or said claims Nos, _ are so inadequately supported by the description that no meaningful 
opinion could be formed. 



□ 



no international search report has been established for said claims Nos. _. 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

I I the written form has not been furnished or does not comply with the standard. 

^] the computer readable form has not been furnished or does not comply with the standard. 



Form PCT/IPEA/409 (Box III) (July 1998)* 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


International application No. 
PCT/US00/01115 


V. Reas ned statement under Article 35(2) with regard t novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1. statement 




Novelty (N) Claims NONE 


YES 


Claims 1-18 


NO 


Inventive Step (IS) Claims NONE 


YF.S 


Claims 1-18 


NO 


Industrial Applicability (1A\ Claims 1-18 


YES 


Claims NONE 


NO 




2. citations and explanations (Rule 70.7) 




Claims 1-18 lack an inventive step under PCT Article 33(3) as being obvious over Pasinetti in view of U.S. Patent No. 
5,157, 1 10. Pasinetti teaches the role that the complement system plays in the chronic inflammation in Alzheimer's Disease 
brain. Pasinetti teaches that antiinflammatory drugs can delay the onset of AD dementia. Pasinetti does not disclose the use 
of a polypeptide inhibitor of the complement system. U.S. Patent No. 5; 157, 110 discloses a polypeptide that specifically 
inhibits the complement cascade. Therefore, it would have been obvious to use the complement inhibitory polypeptide 
disclosed in U.S. Patent No. 5,157,110 as a means of treating AD. 


NEW CITATIONS 

NONE 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



* Continuation of: Boxes I - VIII 



Sheet 10 



Form PCT/IPEA/409 (Supplemental Box) (July 1998) * 
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(54) Title: APPLICATION OF A VIRAL COMPLEMENT INHIBITORY PROTEIN IN THE TREATMENT AND DIAGNOSIS OF 
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(57) Abstract 



anti-complement protein to a patient in need of such treatment in an amount sufficient to inhibit the complement cascade and thereby 
inhibit the production or enlargement of amyloid plaques in the brain of the patient The present invention further provides pharmaceutical 
compositions comprising antj-complement protein, or derivatives thereof, and/or pharmaceutical^ acceptable salts thereof in a variety of 
unique pharmaceutical dosage forms. 
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